Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxcnpece (keToponak) TabneTkH, AUCIEPTHPYEMble B NOKOCTH pTa, 10 Mr

Batch No / 1 V2202095 Batch Quantity / : 36,00,000 tab /
Cepus Ne Ob6wnem cepun 36,00,000 Tad
Analytical Report No / : 890001622334 Date of Analysis / 21.10.2022
AHanuTH4ecKuil oTyeT Ne JaTa ananusa

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JlaTa npou3BOACTBA T'onen go

Analysis performed according ND / Ananu3 nposeaen no HJI;

JITI-004929-011119 (amend Nel from 27.12.2021 / mamenenue Nel or 27.12.2021)

Page 1 of 7/ Crp. 1 u3 7

No . .
No Test / [lokasaTennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one with "|" debossed on one side. /
side. / Kpyrnble, nnockue Kpyruble, r10ckye TabneTku ¢ dpackoi,
TabneTtkH ¢ ackoii, cBeTO- CBETJIO-XKENTOrO LiBeTa € IrpaBHPOBKOI
KENTOro LBETa C IPaBHPOBKOH «l» Ha OJIHOH CTOpOHE.
«l» Ha ONHOH CTOPOHE.

2 Identification / IloannHHOCTB

Ketorolac / Kemopoaaxk

a) ByuUv/

V®-cnektpodoTomMeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
TIOTJIOUIEHHMS KCIILITYEMOTO pacTBopa
pacTBopa  cTaHAapTHoro  obpasua
KeTopoJiiaka TpOMETaMMHA  JOJDKHbI
UMeTh MaKCUMYMBI TP OAHOH U TOM e
JUTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Mpumeuanne: [lporykr cootBeTrcTByeT Tpeboanusm HJI

Conclusion: APPROVED /
Sakmwuenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonrotoeneno: Shivani [Npoeepeno: Santgsh Kumar Ono6peno: Menemxkep / PykoBoaurens
| dc\ JORY Maurya '@ﬁ(,ﬁ Manoj Kumar @ my L@
4 gL
Reprint Date / Reprint Date / Reprint Date /
Hara: 21.10.2022 Hara: 21.10.2022 Hara: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

'Product : Ketorol Expréss (ketorolac) Orally ﬁintegrating Tablets 10 mg
Mpoaykr: Ketopon" Dkcnpece (ketoponak) TabneTky, AMCNeprupyemble B nojaoctu pra, 10 mr

Batch No / : V2202095 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6beM cepun 36,00,000 Tad
Analytical Report No / : 890001622334 Date of Analysis / 21.10.2022
AnanuTudeckuii oryer Ne JlaTa anau3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JdaTa npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3 nposeaen no HJE:
JIII1-004929-011119 (amend Nel from 27.12.2021 / uzmenedune Nel ot 27.12.2021)

Page2of 7/Crp. 2 u3 7

No

Test / [Toka3zaTens
No

Results / Pe3yabraThl

Specification / Hopma

b) By HPLC / BOXX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa yaepxHBaHUA
OCHOBHOTO THKa Ha XpoMmarorpamme
UCTILITYeMOTO0  pacTBopa  JAOJIKHO
COOTBETCTBOBATh BPEMEHU
yNepXKUBaHWs OCHOBHOrO TNHKa Ha

XpomarorpaMmme pacTBopa
CTaHmapTHOro obpasua KeTopoJiaka
TpOMETaMHHa (paznen

«KonuuecTBeHHOE onpeneneﬂue»).

Remarks: The Product conforms to ND/
ITpumeuanue: Ilponykr coorBeTcTByeT TpeboBaHusim HJT

Conclusion: APPROVED /
Zaxrouenne: OJJOGPEHO

Prepared by /
IMoxarorosieno: Shivani

/\,%\105\‘
8

Checked by /
[Mpoeepeto: Santosh Kumar

Maurya [ k{lﬂlﬁﬁ‘

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautens

Manoj Kumar % )7/:_‘(1
I‘. Loy

Reprint Date /
Jata: 21.10.2022

Reprint Date /
Jara: 21.10.2022

Reprint Date /
Jarta: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Keropon" Dkcnpecc (keToposak) TabieTku, AUCTieprupyemble B MoJaocTH pra, 10 mr

Batch No / 1 V2202095 Batch Quantity / : 36,00,000 tab /
Cepus Ne O0bem cepun 36,00,000 Tab
Analytical Report No / : 890001622334 Date of Analysis / 21.10.2022
AHaJIUTHYECKHH oTueT Ne JlaTa anajam3a

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jara npousBoiacTBa Togen no

Analysis performed according ND / Aaanu3 nposeaned mo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021 / n3ameHenne Nel or 27.12.2021)

Page3 of 7/Crp.3u3 7

1;.00 | Test / [TokasaTennb Results / PezynabTaTh! Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaauHHOCTH butylhydroxyanisole peaks on the

OYTHIrMAPOKCHAHH30

chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content"
section). / BpemeHa yaAepXUBaHHA

MUKoB  2-OyTMNrMAOPOKCHaHKM30Ja M
3-6yTUNTHAPOKCHAHU301a Ha
Xpomarorpamme UCIIBITYEMOTO
pacTBopa AO/DKHBI COOTBETCTBOBATH
BpeMEHaM yIepKHBaHUs IIHKOB
2-0yTUIrHIPOKCHAHU30/Ia u
3-0yTUNrHAPOKCHaHU30Ma Ha
Xpomarorpamme pacTBopa
CTaHHAPTHOTO obpasna
OYyTHIITMAPOKCHAHW30]1a (paznen
«Conepxanue

OYTUITMAPOKCUAHU30TIAY).

4 Average weight / Cpeansis
macca

69.0 mg/ 69.0 Mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
Ot 67,2 Mr 1o 72,8 mMr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/

Ipumeuanue: [Ipogykr coorsercrByeT TpeboBannam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

[MoarotosneHo: Shivani

@% \!‘Qf{\

ITpoeepeno: Santosh Kumar
Maurya ;ﬁ@l(

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaureis

Manoj Kumar Mvndeeceel

Reprint Date /
Jara: 21.10.2022

Reprint Date /

Hara: 21.10.2022

Reprint Date /
Hata: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxt: Ketopon™ Dkcripecc (ketoponak) TabneTky, AMCeprupyemsle B MonocTu pra, 10 mr

Batch No / 1 V2202095 Batch Quantity / : 36,00,000 tab /
Cepus Ne Oobbem cepun 36,00,000 Tad
Analytical Report No / : 890001622334 Date of Analysis / 21.10.2022
AHaJHTHYeCKHH oTuer Ne Jara anananza

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
JaTa npoM3BoACTBA Togeu no

Analysis performed according ND / Ananus nposeaen mo H:
JITI-004929-011119 (amend Nel from 27.12.2021 / uamenenune Nel ot 27.12.2021)

Page4 of 7/ Crp. 4u3 7

if Test / [TokaszaTenb Results / Pe3ysabTaThl Specification / Hopma
Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets - not more than £ 10 %
OaHOpOAHOCTHL Macchl 2/20 tablets - not more than + 20 % /
18/20 Tabnerok — He Gonee = 10 %
2/20 Tabnerox — He 6onee + 20 %
5 Disintegration time / 24 sec / 24 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemoctsb
6 Dissolution / PacTeopenne Unit-1 / Tabn-1 101 % Not less than 75% (Q) of
. Ci15sH13NO3CsH 1 NO;3 (ketorolac
Ol 2, A0S 1051 tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 104% | 75% (Q  CisHisNO3*CeHi(NO3
. . (xeToponaka  TpoMETaMMH)  4epes
Unit-4 / Tabn-4 104 % 1SLniiT
Unit-5 / Tabx-5 100 %
Unit-6 / Taba-6 102 %
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTh 710 um sieve is formed. / Obpasyercs
OMHOPOMHAs CYCIICH3Us, MPOXOAAllas
CKBO3b CHUTO C pa3sMepoM OTBEpCTHUit
11U MKM.

Remarks: The Product conforms to ND/
[Ipumeuanue: IlponykT cooTBeTcTBYET Tpebopanusim HJT

Conclusion: APPROVED /
3akawuenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Shivani IMposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoautens

QS‘ SO Maurya uu /#—‘ Manoj Kumar w
Reprint Date / Reprint Date / Reprint Date /

Hara: 21.10.2022

Hata: 21.10.2022

Jlara: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Ketorol Express (ketorolac) Orallgl Disintegrating Tablets 10 mg
IIpoaykt: Keropon" Dkcnpece (keToposiak) TabneTkH, AUCIeprupyemble B onocty pra, 10 mr

Batch No / : V2202095 Batch Quantity / : 36,00,000 tab /
Cepus Ne O6bem cepun 36,00,000 Tab
Analytical Report No / : 890001622334 Date of Analysis / 21.10.2022
AHanuTHYecKni oruer Ne JlaTa ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / SEP.2024
Jdarta npousBoacTea T'open no

Analysis performed according ND / Anaans npoeseaen no HJI:

JITT-004929-011119 (amend Nel from 27.12.2021 / n3smenenne Nel ot 27.12.2021)

Page50f7/Crp. 5u3 7

8 Related impurities / PoacTBennbie npumecu

ketorolac 1-hydroxy analog /
I-rugpokcuananor
KeTopoJaka

Not Dectected

ketorolac 1-keto analog/
1-keToaHanor KeTopoaka

0.03 %

Any unidentified impurity /
eIUHHYHAs
HenAeHTHUIMPOBAHHAS
NpUMeECh

0.07%

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 %/ He 6o5nee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Total impurities /
Cymma npumeceit

0.2%

Not more than 1.0 % / He 6o1ee 1,0 %

9 Water / Boaa

22%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OpraHUYecKHe PACTBOPUTETH

Isopropyl alcohol /
H3onponanon

2 pg/tab / 2 mkr B Tabnetke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
[Ipumeuanue: ITpoaykr cooTBercTByeT TpeGoBauuaM HJI

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Shivani

C
Y

Checked by /
[Tpoeepeno: Santosh Kumar
Maurya @LALL’L'[(

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoautess

Manoj Kumar Koro b )

Reprint Date /

Hata: 21.10.2022

Reprint Date /
Hara: 21.10.2022

Reprint Date /
Hara: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. ReddY’s Q;.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJI3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Ketopon™ Dkenpecc (keToponak) TabneTkH, AMCEPrupyeMble B NONOCTH pTa, 10 Mr

Batch No / 1 V2202095 Batch Quantity / : 36,00,000 tab /
Cepns Ne O0nem cepun 36,00,000 Tab
Analytical Report No / : 890001622334 Date of Analysis / : 21.10.2022
AHAJIHTHYECKHI oTueT No Jara ananu3za

Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
Jara mponsBoacTBa TFoxen o

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021 / nusmenenue Nel or 27.12.2021)

Page 6 of 7/ Crp. 6 w3 7

11 Microbial enumeration tests / MukpoGuosiornueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1uee uncno He 6onee 1000 KOE/r
a3p0o6HbIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YUCIIO OPOACKEBBIX U
NNeCHeBbIX rpHbOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBue B 1 1
12 | Uniformity of dosage units / 4.4 Acceptance value (AV) not more than
OaHopoaHOCTL 15.0 / IlpuemouHoe 3Hadenue (AV) He
J03UPOBAHMSA 6onee 15.0.
13 Assay / KonuuecTBeHHOE 10.0 mg/ 10.0 mMr From 9.0mg to 11.0mg  of
ompenesieHue (100.2%) Ci5H13NO3°C4H ;| |NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr 1o
11,0 MrI C15H13NO3‘C4H11NO3
(keroponaka TpomeramuH) (ot 90,0 mo
110,0 % oT 3asBJIEHHOrO KONHMYECTBAa) B
TabneTke
14 | Butylhydroxyanisole 0.0953 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue U.0953 Mr B TabneTke He menee 0,042 mr B Tabnetke
Oy THNATHAPOKCHAHH301a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: Ilpoaykt coorseTcTBYeT TpeOoBanusam HJT 3axnrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Shivcani IIpoBepeno: Santosh Kumar Opnobpeno: Menemxep / Pykosoaurens
. - " 1
@%\,OA\ Maurya @W Manoj Kumar &‘1’1 / E‘L&i—z‘
Reprint Date / ] Reprint Date / Reprint Date /
Jata: 21.10.2022 Jara: 21.10.2022 Jara: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIM3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg ]
Hpoayrr: Keropon™ Dxcenpece (keToponak) TabneTku, AUCIIEPrUpYEMbIE B NONOCTH pTa, 10 Mr
Batch No / 1 V2202095 Batch Quantity / : 36,00,000 tab /
Cepust Ne Oobbem cepun 36,00,000 Tab
Analytical Report No / : 890001622334 Date of Analysis / : 21.10.2022
Anannrudecknii otyer Ne JlaTta ananuza
Date of Manufacture / : OCT.2022 Date of Expiry / : SEP.2024
HJaTta npousBoacTea T'ogen no
Analysis performed according ND / Ananus nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021 / uzsmenenne Nel ot 27.12.2021)

Page 7 of 7/ Crp. Tnsz 7

15 | Package/Ynakoeka 10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Jlo 10 Tabnerox B
6mucrepe w3 (ITA/AJITID ¢
snaronornoturenem/T13BII)

¢doneru // (I3/AN) dboasru. Ilo
2 6nucrepa ¢ MHCTPYKUMEH MO

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil / (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in a carton pack. / Ilo 10 TabneTtok B
6nucrepe u3 (TTA/AJI/TTD c
Bnaronornotutenem/I[13BI1) donbru //
(I13/AJ1) ponsbru. ITo 1 unu 2 6aucrepa ¢
MHCTPYKUMEH MO NMPUMEHEHHIO B MauyKy
KapTOHHYIO.

Xpanenue

NPYMEHEHHIO B nayky
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cooTteetcTBun ¢ HJI

17 | Storage conditions / Below 25 °C. / [1pu Temnepatype He Bhiine 25 °C.

18 | Shelflife / Cpok roanoctu 2 years / 2 rona

* At product release the quality control as per the parameter « Microbial enumeration tests» is
performed for each 20th batch, or for one batch in a year whichever is earlier.

* Ilpu BbIMyCKe JJ€KAPCTBEHHOr0 NPENAPATA KOHTPOJIb KAYeCTBA M0 MOKA3ATEJI0
«MHKpPOOHOIOrHYeCKan YHCTOTA) NPOBOAUTCH s Kaxoii 20-0if cepuu, MJIH /IS OAHOI CepUH B rof,

B 3AaBHCHMOCTH OT TOI'0, YTO HACTYNHT PaHbIIIe.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumeuanue: ITpoaykT cootBercTBYeT TpeGoBanuam HJJ 3aknwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

ITonrotosneno: Shivani [Tposepeno: Santosh Kumar Onobpeno: Menemxkep / Pykosoauressb
@3 OA Maurya Juile) ¢ Manoj Kumar ﬁh?;_ﬂ_{‘ w ﬁ .

Reprint Date / Reprint Date / Reprint Date /

Hara: 21.10.2022 Jara: 21.10.2022 Hara: 21.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com



